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DETAILED ACTION 

1 . Applicant's election with traverse of group II, claims 23-37 in the reply filed on 1 3 
July 2009 is acknowledged. The traversal is on the ground(s) that the mass target 
reagents and kits are specially adapted for use in the method for characterizing a 
molecule by mass spectrometry and that the tags disclosed by Haralambidou et al. are 
not designed to fulfill this function. This is not found persuasive because the limitation 
"for labeling a molecule to be characterized by mass spectrometry" is deemed to be a 
statement with regard to the intended use and is not further limiting in so far as the 
structure of the product is concerned. In article claims, a claimed intended use must 
result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art (see MPEP § 
2111.02). 

2. The examiner considers Haralambidou et al. to disclose the primary linking 
feature between the proposed groups, i.e. derivatization of peptides with tertiary amines 
for the purpose of determining the amino acid sequence by mass spectrometry, thereby 
establishing a lack of unity among the proposed groups for restriction. The requirement 
is still deemed proper and is therefore made FINAL. 

Claim Objections 

3. Claims 25-29 are objected to because of the following informalities: claims 25-29 
depend on claim 23 but refer to structural limitations recited in claim 24. For the 
purposes of examination, the examiner is interpreting claims 25-29 to be dependent 
upon claim 24 rather than claim 23. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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5. Claims 23 and 25-38 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed Invention. The specification fails to disclose 
that applicants were in possession of mass tag reagents having structures other than 
that disclosed in claim 24. Furthermore, regarding claims 25 and 29, applicant fails to 
describe in the specification any mass tag reagents wherein and are selected 
from the groups as recited in claim 25, or wherein when X is N-alkyI, N-alkyI is as 
recited in claim 29. 

The examiner respectfully reminds the Applicants that according to MPEP §2163: 

"2163.02. Standard for Determining Compliance with Written Description 
Requirement: 

The courts have described the essential question to be addressed in a description 
requirement issue in a variety of ways. An objective standard for determining compliance 
with the written description requirement is, "does the description clearly allow persons of 
ordinary skill in the art to recognize that he or she invented what is claimed." In re 
Gosteli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989). Under Vas- 
Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563-64, 19 USPQ2d 1111, 1117 (Fed. Cir. 
1991), to satisfy the written description requirement, an applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she 
was in possession of the invention, and that the invention, in that context, is whatever is 
now claimed. The test for sufficiency of support in a parent application is whether the 
disclosure of the application relied upon "reasonably conveys to the artisan that the 
inventor had possession at that time of the later claimed subject matter." Ralston Purina 
Co. V. Far-Mar-Co., Inc., 772 F.2d 1570, 1575, 227 USPQ 177, 179 (Fed. Cir. 1985) 
(quoting In re Kaslow, 707 F.2d 1366, 1375, 217 USPQ 1089, 1096 (Fed. Cir. 1983)). 
Whenever the issue arises, the fundamental factual inquiry is whether the specification 
conveys with reasonable clarity to those skilled in the art that, as of the filing date 
sought, applicant was in possession of the invention as now claimed. See, e.g., Vas- 
Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563-64, 19 USPQ2d 1111,1117 (Fed. Cir. 
1991). An applicant shows possession of the claimed invention by describing the 
claimed invention with all of its limitations using such descriptive means as words, 
structures, figures, diagrams, and formulas that fully set forth the claimed invention. 
Lockwood V. American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 
(Fed. Cir. 1997). Possession may be shown in a variety of ways including description of 
an actual reduction to practice, or by showing that the invention was "ready for 
patenting" such as by the disclosure of drawings or structural chemical formulas that 
show that the invention was complete, or by describing distinguishing identifying 
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characteristics sufficient to show that the applicant was in possession of the claimed 
invention. See, e.g., Pfaffv. Wells Elecs., Inc., 525 U.S. 55, 68, 119 S.Ct. 304, 312, 48 
USPQ2d 1641, 1647 (1998); Regents of the University of California v. Eli Lilly, 119 F.3d 
1559, 1568, 43 USPQ2d 1398, 1406 (Fed. Cir. 1997); Amgen, Inc. v. Chugai 
Pharmaceutical, 927 F.2d 1200, 1206, 18 USPQ2d 1016, 1021 (Fed. Cir. 1991) (one 
must define a compound by "whatever characteristics sufficiently distinguish it"). 

For each claim drawn to a genus: 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice (see i)(A), above), reduction to drawings (see i)(B), above), or by disclosure of 
relevant, identifying characteristics, i.e., structure or other physical and/or chemical 
properties, by functional characteristics coupled with a known or disclosed correlation 
between function and structure, or by a combination of such identifying characteristics, 
sufficient to show the applicant was in possession of the claimed genus (see i)(C), 
above). See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" means that the species which are adequately 
described are representative of the entire genus. Thus, when there is substantial 
variation within the genus, one must describe a sufficient variety of species to reflect the 
variation within the genus. The disclosure of only one species encompassed within a 
genus adequately describes a claim directed to that genus only if the disclosure 
"indicates that the patentee has invented species sufficient to constitute the gen[us]." 
See Enzo Biochem, 323 F.3d at 966, 63 USPQ2d at 1615; Noelle v. Lederman, 355 
F.3d 1343, 1350, 69 USPQ2d 1508, 1514 (Fed. Cir. 2004) (Fed. Cir. 2004)("[A] patentee 
of a biotechnological invention cannot necessarily claim a genus after only describing a 
limited number of species because there may be unpredictability in the results obtained 
from species other than those specifically enumerated."). "A patentee will not be deemed 
to have invented species sufficient to constitute the genus by virtue of having disclosed a 
single species when . the evidence indicates ordinary artisans could not predict the 
operability in the invention of any species other than the one disclosed." In re Curtis, 354 
F.3d 1347, 1358, 69 USPQ2d 1274, 1282 (Fed. Cir. 2004)(Claims directed to PTFE 
dental floss with a friction-enhancing coating were not supported by a disclosure of a 
microcrystalline wax coating where there was no evidence in the disclosure or anywhere 
else in the record showing applicant conveyed that any other coating was suitable for a 
PTFE dental floss.) On the other hand, there may be situations where one species 
adequately supports a genus. See, e.g., Rasmussen, 650 F.2d at 1214, 21 1 USPQ at 
326-27 (disclosure of a single method of adheringly applying one layer to another was 
sufficient to support a generic claim to "adheringly applying" because one skilled in the 
art reading the specification would understand that it is unimportant how the layers are 
adhered, so long as they are adhered); In re Herschler, 591 F.2d 693, 697, 200 USPQ 
71 1, 714 (CCPA 1979) (disclosure of corticosteroid in DMSO sufficient to support claims 
drawn to a method of using a mixture of a "physiologically active steroid" and DMSO 
because "use of known chemical compounds in a manner auxiliary to the invention must 
have a corresponding written description only so specific as to lead one having ordinary 
skill in the art to that class of compounds. Occasionally, a functional recitation of those 
known compounds in the specification may be sufficient as that description."); In re 
Smythe, 480 F.2d 1376, 1383, 178 USPQ 279, 285 (CCPA 1973) (the phrase "air or 
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other gas which is inert to the liquid" was sufficient to support a claim to "inert fluid 
media" because the description of the properties and functions of the air or other gas 
segmentizing medium would suggest to a person skilled in the art that appellant's 
invention includes the use of "inert fluid" broadly.). 

**>The Federal Circuit has explained that a specification cannot always support 
expansive claim language and satisfy the requirements of 35 U.S.C. 112 "merely by 
clearly describing one embodiment of the thing claimed." LizardTech v. Earth Resource 
Mapping, Inc., 424 F.3d 1336, 1346, 76 USPQ2d 1731, 1733 (Fed. Cir. 2005). The issue 
is whether a person skilled in the art would understand applicant to have invented, and 
been in possession of, the invention as broadly claimed. In LizardTech, claims to a 
generic method of making a seamless discrete wavelet transformation (DWT) were held 
invalid under 35 U.S.C. 112 . first paragraph because the specification taught only one 
particular method for making a seamless DWT and there was no evidence that the 
specification contemplated a more generic method. See also< Tronzo v. Biomet, 156 
F.3d at 1 159, 47 USPQ2d at 1833 (Fed. Cir. 1998), >wherein< the disclosure of 
a species in the parent application did not suffice to provide written description support 
for the genus in the child application. 

What constitutes a "representative number" is an inverse function of the skill and 
knowledge in the art. Satisfactory disclosure of a "representative number" depends on 
whether one of skill in the art would recognize that the applicant was in possession of 
the necessary common attributes or features of the elements possessed by the 
members of the genus in view of the species disclosed. For inventions in an 
unpredictable art, adequate written description of a genus which embraces widely 
variant species cannot be achieved by disclosing only one species within the genus. 
See, e.g., Eli Lilly. Description of a representative number of species does not require 
the description to be of such specificity that it would provide individual support for each 
species that the genus embraces. For example, in the molecular biology arts, if an 
applicant disclosed an amino acid sequence, it would be unnecessary to provide an 
explicit disclosure of nucleic acid sequences that encoded the amino acid sequence. 
Since the genetic code is widely known, a disclosure of an amino acid sequence would 
provide sufficient information such that one would accept that an applicant was in 
possession of the full genus of nucleic acids encoding a given amino acid sequence, but 
not necessarily any particular species. Cf. In re Bell, 991 F.2d 781, 785, 26 USPQ2d 
1529, 1532 (Fed. Cir. 1993) and In re Baird, 16 F.3d 380, 382, 29 USPQ2d 1550, 1552 
(Fed. Cir. 1994). If a representative number of adequately described species are not 
disclosed for a genus, the claim to that genus must be rejected as lacking adequate 
written description under 35 U.S.C. 112 . para. 1. 

The detailed disclosure specifically recites structures having and groups 
that are methyl and an X group that is oxygen. Thus the applicants do not convey to a 
person of ordinary skill in the art that they were in possession of structures having 
substituents such as aromatic R^ and R^ groups and X being N-alkyl. 



6. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification sliall conclude witln one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 25-29 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 25-29 recite structural limitations directed to a mass tag reagent in claim 

23. There is insufficient antecedent basis for these limitations in the claim. For the 
purposes of examination, the examiner is interpreting claims 25-29 to be dependent 
upon claim 24 rather than claim 23. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an International application filed under the treaty defined In section 
351 (a) shall have the effects for purposes of this subsection of an application filed In the United States 
only If the International application designated the United States and was published under Article 21(2) 
of such treaty In the English language. 

9. Claims 23-24, 26, 28, and 30-37 are rejected under 35 U.S.C. 102(e) as being 
clearly anticipated by Pappin et al., USPA 2004/0220412 (Pappin). 

Regarding claims 23-24, 26, 28, and 30-32, Pappin discloses a mass tag 
reagents (see abstract) having an identical structure to the third recited formula of claim 

24, where R^-R^ are hydrogen, X is oxygen, L is an alkylene linker, and the reactive 
functionality is an N-hydroxysuccinimide ester (see structure II, fig. 1A). 

The limitation "for labeling a molecule to be characterized by mass spectrometry" 
is deemed to be a statement with regard to the intended use and is not further limiting in 
so far as the structure of the product is concerned. In article claims, a claimed Intended 
use must result In a structural difference between the claimed invention and the prior 
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art in order to patentably distinguish the claimed invention from the prior art (see MPEP 
§2111.02). 

Regarding claims 33-34, Pappin discloses a mass tag reagent having an 
identical structure to the third recited formula of claim 24, wherein the mass tag reagent 
has a modified isotope distribution that includes an isotope of carbon (see structure II, 
fig. 1A). 

Regarding claim 35, Pappin discloses mass tag reagents wherein some or all of 
H, C, O, and N atoms of said mass tag reagents are replaced by isotopes of said atoms 
(see H 0027). 

Regarding claim 36, Pappin discloses an array of mass tag reagents which 
comprises two or more mass tags as described in claim 23 (see claim 66). 

Regarding claim 37, Pappin discloses an array of mass tag reagents such that 
each mass tag in the array has a different mass (see H 001 1 , 0041-0042). 



Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

12. Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pappin 



et al., USPA 2004/0220412 (Pappin) in view of Nitecki, US 5281698 (Nitecki, IDS). 
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Pappin fails to disclose a mass tag having an identical structure to that of the 
second formula as disclosed in claim 24, where n=2. 

Nitecki discloses an activated ester having an amine substituted heterocyclic 6 
member ring system (see fig. 1). 

At the time of invention, it would have been obvious to one skilled in the art to 
combine the 6 member ring system of Nitecki with the substituted 6 member ring 
system of Pappin because it has been shown that such a molecule is effective in 
reacting with proteins to form a conjugate (abstract) and since the substitution of one 
known element for another would have yielded predictable results to one of ordinary 
skill in the art at the time of the invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIRK BASS whose telephone number is (571 ) 270- 
7370. The examiner can normally be reached on Mon - Fri (9am-4pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Vickie Kim can be reached on (571 ) 272-0579. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



8/25/2009 
/DRB/ 



/Yelena G. Gakh/ 

Primary Examiner, Art Unit 1797 



